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Office Action Summary 



Application No. 

09/827,302 



Examiner 

Michael V. Meller 



Applicant(s) 

KLINE, ELLIS L. 



Art Unit 

1654 



Peri A SHORTENED STATUTORY PER.OO FOR REPLY ,3 SET TO EXPIRE 2 MONTH(S) FROM 

- nS period for re'p.y is'speciflcd above the ^^^^^J^^^^^^m ABANDONED (35 U.S.C. § 133). 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)KI Responsive to communication(s) filed on 05 December 2003 . 
o \i — i T uv ic piNAL 2b)l3 This action is non-final. 

S™ ;,'^ ,s in — to! aiiowance except ,0, rovers P-~ ,„ the mer«s . 
closed in accordance with the practice under Ex parte Orayte. 1935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) S Claim(s) 1? 4-9 and 13-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from considerate. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1, ?- 4-9. 13-17 is/are rejected. 
70 Claim(s) is/are objected to. 

8)D Claim(s) are subject to restriction and/or election requirement. 



is/are: a)D accepted or b)D objected to by the Examiner. 



Application Papers 

9)D The specification is objected to by the Examiner 

1 0)D The drawing(s) filed on is/are: a)D acce, 

Applicant may not request that any objection to the drawings) be held in abeyance See 37 CFR 1 .85<e . 
Replacement drawing sheet(s) including the correction is required if the draw,ng(s) ,s objected to. See 37 CFR 1.121 (d). 
1 1 )□ The o^h or declaration is objected to by the Examiner. Note the attached Office Act.on or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowtedgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)DAII b)D Some * c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 D Certified copies of the priority documents have been received in Application No 



3D ^ZIZ ^Z copies ot *e priority documents have „ee„ received in .is Natfcna, S,a g e 
application from the International Bureau (PCT Rule 1 7.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 \^Notice of References Cited (PTO-892) 

Notice of Draftsperson's Patent Drawing Review (PTO-948) 
3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . _ 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 
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DETAILED ACTION 



Election/Restrictions 



The election of species of record is maintained. 



Claim Rejections - 35 USC §112 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sha.. contain a written <es^ 

itSns", o^wS ^n^M an d £tne same and sha,, 

S forth the best mode contemplated by the inventor of carrymg oat h» mvention. 

Claims 1,2, 4-9, 13-16 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

There is no support for the phrase, "wherein the composition does not contain 
tumor cells". Nowhere in the specification can such language be found. 

Claims 1 , 2, 4-9, 13-17 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
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the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. 

The claimed invention is not enabled since the specification does not teach that 
the patients in fact have had their cancer treated. In fact, as noted by the cited articles, 
treatment of cancer is highly unreliable and has not yet been achieved. 



Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sedlacek et al. '87 or Sedlacek et al. "86 taken with Green et al., Kline '133 or Kline et 
al. '863. 

Applicant argues that the references teach using a tumor cell along with the 
enzyme but the "consisting essentially language" can still be interpreted to be 
comprising language since applicant has not shown that the cells are other ingredients 
that would materially change the fundamental characteristics of the invention beyond 
the effects that the enzyme has on the patient. 



Application/Control Number: 09/827,302 Page 4 

Art Unit: 1654 

In response to the language "consisting essentially of in the claim, applicant is 
reminded of MPEP 21 1 1 .03: 



For the purposes of searching for and applying prior art under 35 U.S.C. 102 and 
103, absent a clear indication in the specification or claims of what the basic and novel 
characteristics actually are, "consisting essentially of will be construed as equivalent to 
"comprising." See, e.g., PPG, 156 F.3d at 1355, 48 USPQ2d at 1355 ("PPG could have 
defined the scope of the phrase consisting essentially of for purposes of its patent by 
making clear in its specification what it regarded as constituting a material change in the 
basic and novel characteristics of the invention."). See also In re Janakirama-Rao, 317 
F.2d 951, 954, 137 USPQ 893, 895-96 (CCPA 1963). If an applicant contends that 
additional steps or materials in the prior art are excluded by the recitation of "consisting 
essentially of," applicant has the burden of showing that the introduction of additional 
steps or components would materially change the characteristics of applicant's 
invention. In re De Lajarte, 337 F.2d 870, 143 USPQ 256 (CCPA 1964). See also Ex 
parte Hoffman, 12 USPQ2d 1061, 1063-64 (Bd. Pat. App. & Inter. 1989) ("Although 
consisting essentially of is typically used and defined in the context of compositions of 
matter, we find nothing intrinsically wrong with the use of such language as a modifier of 
method steps. . . [rendering] the claim open only for the inclusion of steps which do not 
materially affect the basic and novel characteristics of the claimed method. To 
determine the steps included versus excluded the claim must be read in light of the 
specification. . . . [I]t is an applicant's burden to establish that a step practiced in a prior 
art method is excluded from his claims by consisting essentially of language."). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael V. Meller whose telephone number is 571-272- 
0967. The examiner can normally be reached on Monday thru Friday: 9:00am-5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached on 571-272-0961. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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* th* status of an application may be obtained from the 
Information regarding the status ot w 

• ./DAiR^vstem Status information tor 
Patent Application Information Retrieval (PAIR) system. 

~~~jzzzzzzz~~» 

http://pair-direct.uspto.gov. Should 
Private PAIR system, contact the Electronic 



Status information for unpublished applications ,s 
For more information about the PAIR system, see 



you have questions on access to the 
Business Center (EEC) a. 866-217-9197 (toll-free). JUjfy 



Michael V. Meller 
Primary Examiner 
Art Unit 1654 
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